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DETAILED ACTION 

Election/Restrictions 

1. Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions which 
are not so linked as to form a single general inventive concept under PCT Rule 13.1 . 

In accordance with 37 CFR 1 .499, applicant is required, in reply to this action, to 

elect a single invention to which the claims must be restricted. 

Group 1 , claim(s) 1-9, 1 1 , 20,21 , 28-33, 51-59, and 64-68, drawn to a human antibody, 
which has a heavy chain CDR3 region, that binds to the C-terminal domain of 
Apolipoprotein E in the presence of VLDL, and binds to human plaques. 

Group 2, claim(s) 37-41 , drawn to an antibody or antibody fragment. 

Group 3, claim(s) 42-46, drawn to an antibody or antibody fragment. 

Group 4, claim(s) 47-50, drawn to an antibody or antibody fragment. 

Group 5, claim(s) 60-63, drawn to method of treating a subject comprising administering 
the antibody of Group 1 . 

Group 6, claim(s) 69, drawn to in vitro methods for detecting ApoE-CTD in a sample 
comprising contacting said sample with the antibody of Group 1 . 

The inventions listed as Groups 1-4 do not relate to a single general inventive concept 
under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 
corresponding special technical features for the following reasons: the single general 
inventive concept that permeates the groups is an antibody. Groups 1, 5 and 6 pertain 
to the same antibody which has a heavy chain CDR3 region, binds to the C-terminal 
domain of Apolipoprotein E in the presence of VLDL, and binds to human plaques, 
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however, the antibodies of Groups 2, 3, and 4, as claimed, are not related to this 
product. Therefore the Unity of Invention is broken between the groups. Furthermore, 
the expression "special technical feature" is defined in Rule 13.2 as meaning those 
technical features that define a contribution which each of the inventions makes over 
the prior art. The following reference teaches the general inventive concept of Groups 
1, 5, and 6, a human ApoE c-terminal domain antibodies that binds to human plaques 
and methods of use (Cho et al. Journal of Neuropathology and Experimental Neurology 
60(4): 342-349). Therefore the prior art recites the common technical feature of 
Groups 1 , 5 and 6, thus, there is no special technical feature over the prior art and these 
groups also lack Unity of Invention under PCT Rule 13.1 . 

» 

Species Election 

This application contains claims directed to the following patentably distinct species: 
Group 1: 

(Claim 1 part (ii b) and Claim 2) Elect a single CDR3 region from the following or a 
single specific combination thereof: SEQ ID NO: 512, SEQ ID NO: 513, SEQ ID NO: 
514, SEQ ID NO: 515, SEQ ID NO: 516 or SEQ ID NO: 517. And further requiring an 
election for Claim 1 part (ii c) and Claim 7 of a single CDR3 region from the following: 
SEQ ID NO: 29, SEQ ID NO: 47, SEQ ID NO: 50, SEQ ID NO: 53, SEQ ID NO: 56, 
SEQ ID NO: 59, SEQ ID NO: 62, SEQ ID NO: 65, SEQ ID NO: 68, SEQ ID NO: 71, 
SEQ ID NO: 74, SEQ ID NO: 77, SEQ ID NO: 80, SEQ ID NO: 83, SEQ ID NO: 86 or 
SEQ ID NO: 89. 

(Claim 5) Elect one of the following sequences, which further limit the election of Claim 
1: SEQ ID NO: 207, SEQ ID NO: 208, SEQ ID NO: 209, SEQ ID NO: 210, SEQ ID NO: 

320, SEQ ID NO: 321, SEQ ID NO: 322, SEQ ID NO: 323, SEQ ID NO: 373, SEQ ID 
NO: 374, SEQ ID NO: 375, SEQ ID NO: 376, SEQ ID NO: 485, SEQ ID NO: 486, SEQ 
ID NO: 487, SEQ ID NO: 488 or SEQ ID NO: 489. 

(Claim 6) Elect one of the following sequences further limiting the election of Claim 5: 
SEQ ID NO: 207, SEQ ID NO: 208, SEQ ID NO: 209, SEQ ID NO: 320, SEQ ID NO: 

321 , SEQ ID NO: 322, or SEQ ID NO: 373. 



Application/Control Number: 10/579,445 Page 4 

Art Unit: 1609 

(Claim 8) Elect one of the following sequences further limiting the election of Claim 7: 
SEQ ID NO: 50, SEQ ID NO: 68; SEQ ID NO: 74 or SEQ ID NO: 80. 

(Claim 33) Elect a single species or specific combination thereof from: SEQ ID NO: 
517, SEQ ID NO: 518, SEQ ID NO: 519, or SEQ ID NO: 520. 

Group 2: 

(Claim 37) Elect one of the following: SEQ ID NOs: 207, 209, or 210. 

(Claims 38 and 39) Elect either an antibody comprising SEQ ID NOs: 226, 252, and 275 
OR an antibody comprising SEQ ID NOs: 218, 34, and 268. 

(Claim 40) Elect an antibody fragment comprising SEQ ID NO: 317, 318 or 319, which 
further limits the election of Claim 37. 

(Claim 41 ) Elect an antibody fragment comprising SEQ ID NO: 43, 295, 294 or 304, 
which further limits the election of Claim 38. 

Group 3: 

(Claim 42) Elect one of the following: SEQ ID NO: 320, 322 or 323. 

(Claim 43) Elect an antibody fragment comprising SEQ ID NO: 93, 333 and 341 or an 
antibody fragment comprising SEQ ID NO: 325 and 333, which further limits the election 
of parent Claim 42. 

(Claim 44) Elect one of the following: (1 ) an antibody fragment comprising SEQ ID NO: 
320 and SEQ ID NOs: 93, 33, and 341; or (2) an antibody fragment comprising SEQ ID 
NO: 320 and SEQ ID NOs: 325, 333, and 341; or (3) an antibody fragment comprising 
SEQ ID NO: 322 and SEQ ID NOs: 326, 334, and 341; or (4) an antibody fragment 
comprising SEQ ID NO: 322 and SEQ ID NOs: 93, 333, and 341; or (5) an antibody 
fragment comprising SEQ ID NO: 322 and SEQ ID NOs: 325, 333, and 341 ; or (6) an 
antibody fragment comprising SEQ ID NO: 323 and SEQ ID NOs: 93, 33, and 341. 

(Claim 45) Elect an antibody fragment comprising SEQ ID NO: 369, 370, 371, or 372, 
which further limits the election of Claim 42. 

(Claim 46) Elect an antibody fragment comprising SEQ ID NO: 347, 348, 357, or 362, 
which further limits the election of Claim 43. 



Group 4: 
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(Claim 48) Elect either an antibody comprising SEQ ID NOs: 391 ,382, and 378, or an 
antibody comprising SEQ ID NOs: 394,386, and 378. 

(Claim 50) Elect either comprising SEQ ID NO: 406 or comprising SEQ ID NO: 418. 

The species are independent or distinct because claims to the different species recite 
the mutually exclusive characteristics of such species. In addition, these species are 
not obvious variants of each other based on the current record. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, there are no generic claims for Groups 1-3, as all 
independent claims require election of species. Claim 47 is generic to Group 4. 

There is an examination and search burden for these patentably distinct species due 
to their mutually exclusive characteristics. The species require a different field of search 
(e.g., searching different classes/subclasses or electronic resources, or employing 
different search queries); and/or the prior art applicable to one species would not likely 
be applicable to another species; and/or the species are likely to raise different non- 
prior art issues under 35 U.S.C. 101 and/or 35 U.S.C. 112, first paragraph. 

Applicant is advised that the reply to this requirement to be complete must 
include (i) an election of a species to be examined even though the requirement 
may be traversed (37 CFR 1.143) and (ii) identification of the claims encompassing 
the elected species, including any claims subsequently added. An argument that a 
claim is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 
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The election of the species may be made with or without traverse. To preserve a right 
to petition, the election must be made with traverse. If the reply does not distinctly and 
specifically point out supposed errors in the election of species requirement, the election 
shall be treated as an election without traverse. Traversal must be presented at the time 
of election in order to be considered timely. Failure to timely traverse the requirement 
will result in the loss of right to petition under 37 CFR 1 .144. If claims are added after 
the election, applicant must indicate which of these claims are readable on the elected 
species. 

Should applicant traverse on the ground that the species are not patentably distinct, 
applicant should submit evicfence or identify such evidence now of record showing the 
species to be obvious variants or clearly admit on the record that this is the case. In 
either instance, if the examiner finds one of the species unpatentable over the prior art, 
the evidence or admission may be used in a rejection under 35 U.S.C. 103(a) of the 
other species. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which depend from or otherwise require all the limitations of 
an allowable generic claim as provided by 37 CFR 1.141. 

2. The examiner has required restriction between product and process claims. 
Where applicant elects claims directed to the product, and the product claims are 
subsequently found allowable, withdrawn process claims that depend from or otherwise 
require all the limitations of the allowable product claim will be considered for rejoinder. 
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All claims directed to a nonelected process invention must require all the limitations of 
an allowable product claim for that process invention to be rejoined. 

In the event of rejoinder, the requirement for restriction between the product 
claims and the rejoined process claims will be withdrawn, and the rejoined process 
claims will be fully examined for patentability in accordance with 37 CFR 1 .104. Thus, to 
be allowable, the rejoined claims must meet all criteria for patentability including the 
requirements of 35 U.S.C. 101, 102, 103 and 112. Until all claims to the elected product 
are found allowable, an otherwise proper restriction requirement between product 
claims and process claims may be maintained. Withdrawn process claims that are not 
commensurate in scope with an allowable product claim will not be rejoined. See MPEP 
§ 821 .04(b). Additionally, in order to retain the right to rejoinder in accordance with the 
above policy, applicant is advised that the process claims should be amended during 
prosecution to require the limitations of the product claims. Failure to do so may result 
in a loss of the right to rejoinder. Further, note that the prohibition against double 
patenting rejections of 35 U.S.C. 121 does not apply where the restriction requirement 
is withdrawn by the examiner before the patent issues. See MPEP § 804.01. 

Applicant is advised that the reply to this requirement to be complete must 
include (i) an election of a species or invention to be examined even though the 
requirement be traversed (37 CFR 1 .143) and (ii) identification of the claims 
encompassing the elected invention. 

The election of an invention or species may be made with or without traverse. To 
reserve a right to petition, the election must be made with traverse. If the reply does not 
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distinctly and specifically point out supposed errors in the restriction requirement, the 
election shall be treated as an election without traverse. 

Should applicant traverse on the ground that the inventions or species are not 
patentably distinct, applicant should submit evidence or identify such evidence now of 
record showing the inventions or species to be obvious variants or clearly admit on the 
record that this is the case. In either instance, if the examiner finds one of the inventions 
unpatentable over the prior art, the evidence or admission may be used in a rejection 
under 35 U.S.C.1 03(a) of the other invention. 

3. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 

■ 

remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Stacey MacFarlane whose telephone number is (571) 
270-3057. The examiner can normally be reached on Monday-Thursday 6:30AM-4:00 
PM & ALT. Fridays, EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mary Mosher can be reached on (571) 272-0906. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-91 99 (IN USA OR CANADA) or 571-272-1 000. 




MARY MOSHER 
SUPERVISORY PATENT EXAMINER 



